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Vaccine Potency and Safety Testing Workshop: 
Priorities and Recommendations for Future 
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Priority Activities for In Vitro Veterinary Vaccine Potency Assays 
Focus on identifying protective antigens

Investigate the relative impact of adjuvants on antigen quantification assays

Identification of the key epitopes of fish vaccines

Encouragement of early and frequent interactions with regulators

Promote increased academic research into test method alternatives






	Priority Activities for Reduction Alternatives for Veterinary Potency Assays
Systematic investigation to identify causes of excessive variation and repeat testing
Investigate ways to reduce or eliminate sources of variation and causes of incomplete test results
Evaluate feasibility of single dilution assays for challenge and serologic assays
e.g., rabies vaccine
Retrospective review of archival data to determine if control group size can be reduced, but maintain statistical power
Further investigation into the reduction of animals for secondary stage testing 




	In Vitro Potency Assays:
State of the Science for Human Vaccines  
To date, in vitro antigen quantification tests have been successfully implemented for only a few products 
Hepatitis A/B vaccines
Inactivated polio vaccine
Human papillomavirus vaccine   
Pure polysaccharide vaccines have never used animals for batch release
Potency of pure polysaccharides vaccines directly related to structure and molecular size
Lot release designed to preserve structural epitopes and insure content of high MW polymers

	Priority Activities for Safety Testing Alternatives for Human Vaccines
How to better apply the principles of a consistency approach
Use of the Vero cell assay to monitor Diphtheria toxin inactivation
Development of a fully functional in vitro assay for Tetanus toxin
Pending validation, prioritization of the sequence based approach to OPV neurovirulence safety


	Save the Date
October 11-13, 2011
U.S. Department of Agriculture Center for Veterinary Biologics Ames, IA, USA
Information and registration available at:
http://iccvam.niehs.nih.gov/meetings/RabiesVaccWksp-2011/RabiesVaccWksp.htm




